CITRANATAL ESSENCE- ascorbic acid, calcium citrate, iron, vitamin d, dl- alpha- tocopherol
acetate, thiamine, riboflavin, niacinamide, pyridoxine hydrochloride, folic acid, iodine, zinc,
copper, docusate sodium, doconexent and icos apent

Mission Pharmacal Company

Disclaimer: This drug has not been found by FDA to be safe and effective, and this labeling has not been
approved by FDA. For further information about unapproved drugs, click here.

CitraNatal Essence TM

Rx Prenatal Vitamin Tablet and 300 mg DHA Capsule

DESCRIPTION

CitraNatal Essence™ is a prescription prenatal/postnatal multi-vitamin/ mineral tablet with Ferr-Ease®,
a dual-iron delivery comprising both a quick release and slow release iron, and a soft gel of DHA, an
essential fatty acid. The prenatal vitamin is a white, coated, oval multi-vitamin/mineral tablet. The tablet
is debossed “0864” on one side and is blank on the other. The essential fatty acid DHA soft gel is
oblong, transparent, and caramel colored.

INDICATIONS

CitraNatal Essence TM js a multivitamin/mineral prescription drug indicated for use in improving the
nutritional status of women prior to conception, throughout pregnancy, and in the postnatal period for
both lactating and nonlactating mothers.

CONTRAINDICATIONS

This product is contraindicated in patients with a known hypersensitivity to any of the ingredients.

WARNING

Accidental overdose of iron-containing products is a leading cause of fatal poisoning in
children under 6. KEEP THIS PRODUCT OUT OF THE REACH OF CHILDREN. In case of
accidental overdose, call a doctor or poison control center immediately.

WARNING

Ingestion of more than 3 grams of omega-3 fatty acids per day has been shown to have potential
antithrombotic effects, including an increased bleeding time and INR. Administration of omega-3 fatty
acids should be avoided in patients on anticoagulants and in those known to have an inherited or acquired
bleeding diathesis.

WARNING



Folic acid alone is improper therapy in the treatment of pernicious anemia and other megaloblastic
anemias where vitamin B 15 is deficient.

PRECAUTIONS

Folic acid in doses above 0.1 mg daily may obscure pernicious anemia in that hematologic remission
can occur while neurological manifestations progress.

ADVERSE REACTIONS

Allergic sensitization has beenreported following both oral and parenteral administration of folic acid.

DOSAGE AND ADMINISTRATION

One tablet and one capsule daily or as directed by a physician.

STORAGE
Store at 20-25°C (68-77°F)

NOTICE
Contact with moisture can discolor or erode the tablet.

To report a serious adverse event or obtain product information, call (210) 696-8400.

51065R0420

Mission®

PHARMACAL

DHA capsules manufactured for:
MISSION PHARMACAL COMPANY
San Antonio, TX USA 78230 1355
Prenatal tablets manufactured by:

MISSION PHARMACAL COMPANY

San Antonio, TX USA 78230 1355

Copyright © 2020 Mission Pharmacal Company.
All rights reserved.

www.missionpharmacal.com

Ferr-Ease®

Dual-iron delivery

Trademark of Mission Pharmacal Company



U.S. Patent No. 6,521,247
life's DHA®
life’sDHA is a trademark of DSM.

U.S. Patent No. 7,579,174
U.S. Patent No. 7,732,170

U.S. Patent No. 5,518,918

*March of Dimes does not endorse
specific products or brands.
March of Dimes is a registered trademark

of the March of Dimes Foundation.
Six child-resistant blister packs of 5 tablets and 5 capsules each - NDC 0178-0864-30
Retail Carton
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Fin Only

CitraNatal B8

Ret Prenatal Tablet and 300 mg DHA x& ¢

SI SOAY BLETER PACKS
In Child fimistars: Packaging

NDC 0178-08£4-30

citranatal.corm Rx Gnly

CitraNatal GHINE3 :CitraNatal EEEES

Rt Prenztal Tablet and 300 mg DHA Soft Gel | Rx Prenatal Tablet and 300 mg DHA Soft Gel

WHEN GOOD NUTRITION 5 ESSEATIAL

Guality ingredients, trus comfort:
35 mg Farr.Easa® dual-ran
300 mg DHA

140 mg Calclum (calciuem dirata)

Flusss snw sidn of cartan for athar impare ingrediants

Sﬂ E-DAY BLISTER PACKS
Fariinlast Fachunging

|1
I\I H‘ ‘
L
1780"B6L3

SSENCE
Rix Prenatal Tablet and 300 mg DHA Soft Gel

DEBCAPTION: Clrakatal Exserce” i Io'lxwiwwmaw
u

CitraNatal

it vmarinimisanl sk with Forr-Base® 2

comprin m.rm.m.mmmm aned wack el of
Dtl, an 550Ral ity 500 T Desadlal WIaTER iS i whing, daaled. ol
mratimnimizansl taske. The tabint ° on orm sk

tzzaned 1M
A b s on the stter, Tha seserind Rty ackd D 308 ged e cbicng,
Tansgaren, o carame colered

]

-

=
222A3238=E302

u-mEl:l:mlmlumm
Thiamis tarn fy ...
byt (vitansin B ...

F
i
g
E
]
=
=
28

!
z
i

Each DHA soft gel contsine:

Decirsaiviaassca e [OHA, 3% lsom 750 ma agal o 900 my
Cthar rgractants i= CHA =k get: Gavn, phoarin, high oink: szrfonsar
£, DO 96 0 s WM Saran o0k, DODSEIMNDS, DSemary
saract and ascortnd plTrteie

IHCICATIONS: Citvakatal Esserda™ i & mull-vlaminimaneal
preactizacn g indicalad 1srusa in improeng e nstthon ek of
WU DAY T DONORPLN. Tioughut pragraniy, and in e prenaul
penios 4 both bacteang aed nontactrisg mothen.

CONTRAINDHRCATIONS: This product s contandcaied in patins with
aknawn bypmmmrmly i ary of e ngreciest

WARNING: ACC00mal awindose 1 on-onimining il
Ieacing causm ol fatal pormasing in chicien Undes 6. BEEF THES
PRSDUCT OUT OF THE REALH OF CHiL DHEMmc,awo‘l(ndllu

| overdhams, cail m doctor o ot conkol cesier el

CitraNata| EHEE
Rox Prenatal Tablet and 300 mg DHA Soft Gel

AT | sguain e wvare thun 3 prarma. ol erregs-3 tally ke par

day her, Dewn 8w i hewe pomeriy amivomioes eacs, inclidng

i1 incrcinad kg brae i I Ackriniakation of ormega-3 sty

ka8 shal (3 BTATED In [RRTES O BNYIC3JULNTES Bnd 1 1h0es

hrerwn o hrva e nfarited o e biseding ditht

WARNING: Folc ackd slore & impropasr thermpy in e mestment ol

DRI T i G TSl AT el vl B

s cariciant

PRECAUITMING: Foba aokd in doses above & wr.li'ft'wwxuo

n thut Baraskcioge

reuringical masitsiTione prgrens.

ADVERGEE REACTHIME: Aborg: sa0s 1 Daliun e oon repord

Tolowing boih oral and il adinitration of folicacd

CAUTHON: EXerms SHon 0 B4TE Tun 18 ot dosags of

DHA, Semmn st ansased 1 geam 3500 rag) par .
AOMINSTRATICON; Cine tobiet anl one saf gel dafly

o i Bt Ly

STORNGE: 5icre 37 In 357G BIF 10 77°F), maamions. pesnitiad

Datween 15°C and S°C Datwaen 55 and 6L Bl eapois o

eemperaiurees up b 437 {104°F] may e tofersied provided e man

e iy sirifuns i i et S50 (TTFE howid, st

e shikd b mremzes

NOTIGE: Conact with metslure cas discolr o erode the labke.

O SUPPLIBD: 5 c5iki-resistaci bilsier packs of & Saints and

5 0l ik et - NDG 0174-0084-30,

T PPt § Brioe TRt BVERE 1 OBl DU iiemason, ol

PO0) 2931087

Plamss comaul prur hankh 2am prserier wbh iy Shesry soreeTe

A e MADE ) AR o

S A, 3 LA TR 1 B8

Forsose:

MM PHARMAAL CIMPRRY
Sy A, 90 LA T 18

] Mission-
ol FHARMATCAL

citranatal com

ol 250 M Pl oy
[y p— =

o

LA

CITRANATAL ESSENCE

ascorbic acid, calcium citrate, iron, vitamin d, dl- alpha- tocopherol acetate, thiamine, riboflavin, niacinamide,

pyridoxine hydrochloride, folic acid, iodine, zinc, copper, docusate sodium, doconexent and icosapent kit

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Packaging

# Item Code Package Description

Item Code (Source)

Marketing Start
Date

NDC:0178-0864

Marketing End
Date




NDC:0178-0864-

1 30 in 1 CARTON 07/07/2020

30

1in 1 BLISTER PACK; Type 1: Convenience Kit of Co-
Package

Quantity of Parts

Part # Package Quantity Total Product Quantity
Part 1 1

Part 2 1

Part 1 of 2

PRENATAL VITAMIN

ascorbic acid, calcium citrate, iron, vitamin d, dl- alpha- tocopherol acetate, thiamine, riboflavin, niacinamide,

pyridoxine hydrochloride, folic acid, iodine, zinc, copper and docusate sodium tablet, coated

Product Information

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
ASCORBIC ACID (UNI: PQ6CK8PDOR) (ASCORBIC ACID - UNI:PQ6 CK8PDOR)
IRON (UNIL: EIUOL152H7) (IRON - UNILEIUOL152H7)
CHOLECALCIFEROL (UNIE: 1C6V77QF41) (CHOLECALCIFEROL - UNIL1C6 V77QF41)

ALPHA-TOCOPHEROL (UNI: HAN855PNZ1) (ALPHA-TOCOPHEROL -
UNI:H4N8 55PNZ1)

RIBOFLAVIN (UNIL: TLM2976 OFR) (RIBOFLAVIN - UNIE:TLM2976 OFR)
NIACINAMIDE (UNIE: 25X5118 RD4) (NIACINAMIDE - UNIL:25X5118 RD4)

PYRIDO XINE HYDRO CHLORIDE (UNIL: 68 Y4CF58BV) (PYRIDOXINE -
UNILKV2JZ1BI6 Z)

FOLIC ACID (UNII: 935E97BOY8) (FOLIC ACID - UNI:935E97BOY8)
IODINE (UNIL: 9679TC07X4) (IODINE - UNI:9679TCO07X4)

ZINC (UNI: J41CSQ7QDS) (ZINC - UNIL:J41CSQ7QDS)

COPPER (UNII: 789U1901C5) (COPPER - UNI:789U1901C5)
THIAMINE (UNII: X66 NSO3N35) (THIAMINE ION - UNI:4ABT0J945J)

CALCIUM CITRATE (UNI: MLM29U2X85) (CALCIUM CATION - UNIL:2M83C4R6ZB)

Inactive Ingredients

Ingredient Name
PO VIDONE K30 (UNIL: U725QWY32X)
CROSCARMELLOSE SODIUM (UNII: M28 OL1HH48)
TITANIUM DIO XIDE (UNT: 15FIX9 V2JP)
MAGNESIUM SILICATE (UNIE: 9B969 1B2N9)
MAGNESIUM STEARATE (UNIL: 7009 7M6130)

Basis of Strength
ASCORBIC ACID
IRON
CHOLECALCIFEROL

ALPHA-TOCOPHEROL

RIBOFLAVIN
NIACINAMIDE

Strength
120 mg

35 mg

400 [iU]

30 [iU]

3.4 mg
20 mg

PYRIDO XINE HYDROCHLORIDE 25 mg

FOLIC ACID
IODINE
ZINC
COPPER
THIAMINE

CALCIUM CITRATE
ANHYDROUS

1mg
150 ug
25 mg
2 mg
3 mg

140 mg

Strength



SHELLAC (UNII: 46 N107B710)
VANILLIN (UNIL: CHI530446 X)

Product Characteristics

Color white Score

Shape OVAL Size

Flavor Imprint Code
Contains

Marketing Information
Marketing Category Application Number or Monograph Citation

unapproved drug other

Part 2 of 2
DHA

doconexent and icosapent capsule

Product Information

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
DO CONEXENT (UNI: ZAD9OKH9JC) (DOCONEXENT - UNIEZAD9OKH9JC)
ICOSAPENT (UNI: AAN7QOV9EA) (ICOSAPENT - UNI:AAN7QOV9EA)

Inactive Ingredients
Ingredient Name
GELATIN (UNIL: 2G86QN327L)
SUNFLO WER OIL (UNI: 3W1JG795YI)
GLYCERIN (UNIE: PDC6 A3C00X)
LECITHIN, SUNFLO WER (UNIL: 834K0OWOS5G)
ROSEMARY (UNIL: J67X351P9)
TOCOPHEROL (UNII: ROZB2556 P8)
ASCORBYL PALMITATE (UNI: QN83US2B0N)

Product Characteristics

no score
20mm

0864

Marketing Start Date  Marketing End Date
07/07/2020

Basis of Strength  Strength
DOCONEXENT 300 mg
ICOSAPENT 0.75 mg

Strength

Color orange (caramel color) Score no score

Shape CAPSULE Size 23mm

Flavor Imprint Code



Contains

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
unapproved drug other 07/07/2020

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
unapproved drug other 07/07/2020

Labeler - Mission Pharmacal Company (008117095)

Registrant - Mission Pharmacal Company (927726893)

Establishment
Name Address ID/FEI Business Operations
Mission Pharmacal Company 927726893 manufacture(0178-0864)

Revised: 7/2020 Mission Pharmacal Company
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